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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 6-7, 9-10, 13, 15-21, 23, 25-28, 30-31, 34-38, 40, 42, 46-50, 52, 55, 
57 are rejected under 35 U.S.C. 102(b) as being anticipated by Bene et al. (PN 
5,698,090). 

Regarding claims 1 , 25, 42 Bene et al. discloses a first pump (See Figure 1 (12)) 
that is configurable to pump a first metered (See Column 3 Lines 57-67, Column 4 
Lines 1-13, 59-67, Column 5 Lines 1-8) amount of a first fluid through a first 
delivery line (See Figure 1 (1 1)) to a catheter (See Figure 1 (Between (8) and (9))); a 
second (See Figure 1 (22)) pump that is configurable to pump a second metered (See 
Column 3 Lines 57-67, Column 4 Lines 1-67, Column 5 Lines 1-17) amount of a 
second fluid through a second delivery line (See Figure 1 (21 )), separate from said first 
delivery line, to said catheter (See Figure 1 (Between (8) and (9))); a processor (See 
Figure 1 (25)), connected to control said first and said second pumps such that said 
second metered amount has a definable relationship to said first metered amount (See 
Column 3 Lines 57-67, Column 4 Lines 1-13, 59-67, Column 5 Lines 1-17); wherein the 
lumen of said first delivery line and the lumen of said second delivery line remain 
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separate up to a connection point (See Figure 1 (8)) of said first and second delivery 
lines to said catheter. 

Regarding claim 2 Bene et al. discloses the first fluid is an oxygen-carrying 
solution (See Figure 1 (10), Column 3 Lines 34-39). 

Regarding claim 3 Bene et al. discloses the first fluid is blood (See Figure 1 (10), 
Column 3 Lines 34-39) . 

Regarding claim 4 Bene et al. discloses first fluid comprises blood from the 
patient (See Figure 1 (6), (7)). 

Regarding claim 6 Bene et al. discloses a plurality (See Figure 1 (6), (19)) of 
additional pumps pumping respective (See Column 3 Lines 34-44, Column 4 Lines 14- 
48) fluids under the control of said processor (See Figure 1 (25)). 

Regarding claims 7, 55 Bene et al. discloses first pump (See Figure 1 (12)) is 
further configurable to combine a third metered amount of a third fluid with 
the first fluid and to pump both the first and the third fluids into said first 
delivery line (See Column 3 Lines 34-67, Column 4 Lines 1-67, Column 5 Lines 1-8). 



Regarding claim 9 Bene et al. discloses said processor (See Figure 1 (25)) 
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receives feedback from monitors (See Figure 1 (23), (24), Column 3 Lines 57-67, 
Column 4 Lines 1-13) and can automatically alter operational 
parameters to meet predefined objectives. 

Regarding claims 10, 57 Bene et al. discloses an operator can alter the 
definable relationship between said first metered amount and said second metered 
amount (See Column 6 Lines 33-67). 

Regarding claim 13 Bene et al. discloses a monitor (See Figure 1 (25)) to detect 
one or more conditions, the conditions including the rate of flow (See Column 3 Lines 
24-67, Column 4 Lines 1-67, Column 5 Lines 1-8), the temperature, the pressure, and 
the concentration of a fluid within said pumping system. 

Regarding claims 15, 34, 46 Bene et al. discloses said processor (See Figure 1 
(25)) is connected to control the activity of a portion (See Column 3 Lines 24-67, 
Column 4 Lines 1-67, Column 5 Lines 1-8) of said clinical fluid pumping system. 

Regarding claims 16, 35, 47 Bene et al. discloses said processor is connected to 
control the operation of a valve (See Figure 1 (15), (16)). 



Regarding claims 17, 36, 48 Bene et al. discloses said processor is 
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connected to control (See Column 3 Lines 57-67, Column 4 Lines 1-13, 59-67, Column 
5 Lines 1-8) the speed of said first pump . 

Regarding claims 18, 37, 49 Bene et al. discloses said processor (See Figure 1 
(25)) is connected to receive inputs from a monitor (See Figure 1 (23), (24)) and to 
send signals to control a portion of said clinical fluid pumping system. 

» 

Regarding claims 19, 38, 50 Bene et al. discloses a display and control panel 
(See Figure 1 (25)) connected to provide information regarding the operation of 
said pumping.system to a user and to accept input from the user (See Column 4 Lines 
59-63, Column 6 Lines 33-67). 

Regarding claim 20 Bene et al. discloses said first (See Figure 1 (11)) delivery 
line and said second delivery (See Figure 1 (21)) line are separate lumen within a 
single tubing (See Figure 1 (8)). 

Regarding claims 21, 40 Bene et al. discloses said first delivery line (See Figure 
1 (11)) and said second (See Figure 1 (21)) delivery line are separate pieces of tubing. 

Regarding claims 23, 52 Bene et al. discloses said catheter (See Figure 1 (9)) is 
directly inserted into a circulatory vessel serving a target organ and has a 
single lumen. 
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Regarding claim 26 Bene et al. discloses said pumping means consists of a first 
(See Figure 1 (12)) pump. 

Regarding claim 27 Bene et al. discloses said pumping means comprises a first 
(See Figure 1 (12)) pump and a second (See Figure 2 (22)) pump. 

Regarding claim 28 Bene et al. discloses the co-mingling of the first fluid and the 
second fluid is delayed (See Figure 1 (11), (21)) to prevent degradation of the second 
fluid. 

Regarding claim 30 Bene et al. discloses means (See Figure 1 (25)) to control 
(See Column 3 Lines 24-67, Column 4 Lines 1-67, Column 5 Lines 1-8) the fluid flow 
rate. 

Regarding claim 31 Bene et al. discloses a means to control (See Column 3 
Lines 24-67, Column 4 Lines 1-67, Column 5 Lines 1-8) the known relationship 
between the first and the second fluids. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 5, 39, 51 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bene et al. (PN 5,698,090) in view of Gilles et al. (PN 6,272,370). 

Bene et al. discloses the invention as recited in claims 1 , 25, 42 however, fails to 
disclose said receiving step receives a fluid comprising blood and said pumping step 
pumps adenosine. 

Gilles et al. teaches that it is conventional in the art to utilize said receiving step 
receives a fluid comprising blood (See Column 23 Lines 51-60) and said pumping step 
pumps adenosine (See Column 23 Lines 51-60). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have utilized said steps receiving blood and pumping adenosine 
taught by Gilles et al. in the Bene et al. device since it would improve catheter-based 
administration of medicine. 

Claims 8, 12, 29, 32, 43-44, 56 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bene et al. (PN 5,698,090) in view of Hogard et al. (PN 6,284,131). 

Bene et al. discloses the invention as recited in claims 1, 25, 42 however, fails to 
disclose the fluids are delivered at a controlled temperature and pressure; comprising a 
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temperature controller, configurable to provide heating or cooling to fluids in at least 
one of said first delivery tube and said second delivery line without contaminating the 
fluids; passing at least one of the fluids through a heat exchanger, whereby the at least 
one of the fluids is brought to a desired temperature prior to delivery to said catheter. 

Hogard et al. teaches that it is conventional in the art to utilize the fluids are 
delivered at a controlled temperature and pressure (See Column 2 Lines 1-15, Column 
4 Lines 25-36); comprising a temperature controller, configurable to provide heating or 
cooling to fluids in at least one of said first delivery tube and said second delivery line 
without contaminating the fluids (See Column 2 Lines 1-15, Column 4 Lines 25-36); 
passing at least one of the fluids through a heat exchanger (See Figure 1 A (16)), 
whereby the at least one of the fluids is brought to a desired temperature prior to 
delivery to said catheter (See Figure 1A (16), Column 2 Lines 1-15, Column 4 Lines 
25-36). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have utilized the temperature and pressure control and heat 
exchanger taught by Hogard et al. in the in the Bene et al. device since it would improve 
the health of the dialysate recipient. 
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Claims 1 1, 58 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bene et al. (PN 5,698,090). 

Bene et al. discloses the invention as recited in claims 1 , 42 above, however, 
fails to disclose the second delivery line contains a one-way check valve to prevent 
retrograde flow. 

Bene et al. teaches that it is conventional in the art to utilize the first delivery line 
contains a three-way check valve (See Figure 1 (15)) to prevent retrograde flow. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have utilized the check valve taught by Bene et al. in the first 
delivery line in the second delivery line since it would prevent retrograde flow in the 
second delivery line. 

Claims 14, 33, 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bene et al. (PN 5,698,090) in view of Collins et al. (PN 6,303, 036). 

Bene et al. discloses the invention as recited in claims 1 , 25, 42 however, fails to 
disclose a monitor to detect the temperature or blood pressure of a patient coupled to 
said pumping system. 

Collins et al. teaches that it is conventional in the art to utilize a monitor to detect 
the temperature or blood pressure of a patient coupled to said pumping system (See 
Column 5 Lines 34-37). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have utilized detecting the blood pressure of a patient since it 
would improve the effectiveness of the dialysis machine. 

Claims 22, 41, 54 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bene et al. (PN 5,698,090). 

Bene et al. discloses the second fluid is co-mingled with the first fluid a short 
distance from a target organ (See Figure 1 (9)). 

Bene et al. does not disclose expressly the two fluids are co-mingled no further 
than twelve inches from a target organ. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to limit the co-mingling distance to 
twelve inches because Applicant has not disclosed that limiting the co-mingling distance 
to twelve inches provides an advantage, is used for a particular purpose, or solves a 
stated problem. One of ordinary skill in the art, furthermore, would have expected 
Applicant's invention to perform equally well with the standard distance taught by Bene 
et al. because it would provide adequate fluid transport. 

Therefore, it would have been an obvious matter of design choice to modify Bene 
et al. to obtain the invention as specified in claims 22, 41, 54. 
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Claims 24, 53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Beneet al. (PN 5,698,090). 

Regarding claims 24, 53 Bene et al. discloses the invention as recited in claims 
1 , 42 above and further discloses said catheter is inserted into a circulatory vessel 
(See Figure 1 (9)) remote from a target organ and maneuvered to the target organ, 
said catheter having a single lumen (See Figure 1 (9)). 

Bene et al. discloses the claimed invention except for the multiple lumen. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to increase the number of lumen, since it has been held that mere duplication 
of the essential working parts of a device involves only routine skill in the art. St. Regis 
paper Co. v. Bemis Co., 193 USPQ 8. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Kenley et al. (PN 5,690,821 ), Burkholder (PN 3,072,064), 
Rosenqvist et al. (PN 6,440,31 1), Bene et al. (PN 6,325,774) and Collins (PN 
6,161,060) disclose similar fluid pumping systems. 

Any inquiry concerning this communication from the Examiner should be directed 
to Examiner Jaime Corrigan whose telephone number is (571 ) 272-4858. The 
Examiner can normally be reached on Monday - Friday from 8:30 a.m. - 6:00 p.m. 2 nd 
Friday off. 
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If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Kevin C. Sirmons, can be reached on (571 ) 272-4965. The fax number for 
this group is (571 ) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.usoto.Qov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 
(571)272-3700. 

JC Jaime Corrigan 
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